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Sir: 

□ Correspondence Address Indication Form Attached. 



□ 



□ 



NOTICE OF APPEAL 

Applicant hereby appeals to the Board of Patent Appeals and Interferences 

from the last decision of the Examiner twice/finally rejecting $540.00 (1401)/$270.00 (2401) 

applicant's claim(s). 



An appeal BRIEF is attached in the pending appeal of the 
above-identified application 



$ (1402)/$0.00(2402) $ 



□ Credit for fees paid in prior appeal without decision on merits 
^ A reply brief is attached. 

□ Petition is hereby made to extend the current due date so as to cover the filing date of this 



paper and attachment(s) 



□ "Small entity" statement attached. 



One Month Extension $130.00 (1251)/$65.00 (2251) 
Two Month Extensions $490.00 (1252)/$245.00 (2252) 
Three Month Extensions $1110.00 (1253/$555.00 (2253) 
Four Month Extensions $1730.00 (1254/$865.00 (2254) 



Less 



month extension previously paid on 



□ CREDIT CARD PAYMENT FORM ATTACHED. 



-$( ) 
(no fee) 



-$( 

TOTAL FEE ENCLOSED $ 



0.00 



Any future submission requiring an extension of time is hereby stated to include a petition for such time extension. 
The Commissioner is hereby authorized to charge any deficiency , or credit any overpayment, in the fee(s) filed, or 
asserted to be filed, or which should have been filed herewith (or with any paper hereafter filed in this application by this 
firm) to our Account No. 14-1140. 
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REPLY BRIEF UNDER 37 CFR S41.41 

Sir: 

Responsive to the Examiner's Answer mailed September 22, 2008, appellant 
submits herewith their reply brief pursuant to 37 CFR §41.41. 

The method provided in accordance with the invention as defined in claim 1 
includes inter alia the specific steps of positioning a flexible conduit to extend through a 
natural orifice, advancing the distal end of the flexible conduit to extend through the 
wall of the digestive tract, and then anchoring the flexible conduit with respect to the 
wall of the digestive tract. Thereafter, an endoscope is advanced through the anchored 
conduit. As noted in the principal Brief on Appeal, Wilk teaches advancing an auxiliary 
tube through a natural body opening and later advancing an endoscope through the 
auxiliary tube, but does not teach that the auxiliary tube is passed through an incision, 
nor that it is anchored to the wall after being passed through the incision. Rather, Wilk 
teaches that the distal end of the auxiliary tube is brought into fluid-tight engagement 
with the internal wall of the natural body cavity prior to incising the wall. 
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In response to appellant's argument that Wilk does not teach advancing "the 
distal end of his flexible conduit through an incised target wall segment", the Examiner 
notes that Wilk discloses that the endoscope can be disposed in a sheath, which the 
Examiner characterizes as constituting a flexible conduit. Even if the sheath is provided 
as a part of the endoscope in Wilk and that sheath is advanced through the incision, 
such a sheath does not read on the claimed flexible conduit which is not only advanced 
through the incised target wall segment but is then anchored to the wall segment and 
an endoscope is thereafter passed through it. Thus, the Examiner's characterization of 
the Wilk sheath as the claimed flexible conduit ignores numerous limitations of 
appellant's independent claim 1. 

On page 6 of the Examiner's Answer, the Examiner asserts that, looking at Wilk, 
"one of ordinary skill in the art" would "readily recognize that" his disclosed components 
and process are "counterproductive" and that there are problems with Wilk's disclosed 
product and process and, therefore, the substitution of the sealing method of McNeely 
for that of Wilk would have been obvious. Appellant respectfully but strongly disagrees 
with the Examiner's analysis. Indeed, it is respectfully urged that from Wilk's disclosure 
and/or the McNeely disclosure, the deficiencies of Wilk noted by the Examiner, if in fact 
they are deficiencies, would not have been readily apparent to the skilled artisan. If 
they were so obvious, presumably Wilk would have addressed them in the first 
instance. Quite the contrary, it is only after the Examiner has been given a complete 
and thorough understanding of the unique and advantageous method and techniques 
disclosed by appellant that the deficiencies of Wilk are fully appreciated and the 
significant advantages of the invention thereover are evident. Note in this regard that 
although the Examiner envisions a variety of problems associated with insufflation in 
the Wilk's system, McNeely does not provide for any insufflation and, therefore, does 
not teach or suggest to the skilled artisan that there are problems with Wilk, much less 
that his gastrostomy catheter would be relevant to the Wilk's process and/or solve 
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problems related to insufflation. Importantly, McNeeley does not even relate to the 
provision of an auxiliary tube through which endoscopes or other instruments are to be 
passed. Rather, the tube McNeely anchors relative to the stomach wall is simply a 
gastrostomy catheter through which nutrients are administered directly to the patient's 
stomach. 

It is respectfully submitted that it is only armed with hindsight knowledge of the 
unique and advantageous method that appellant has disclosed that the skilled artisan 
would appreciate the deficiencies of Wilk, the significant improvements taught by 
appellant, and the advantages of appellant's process over Wilk, and it is only knowledge 
of appellant's disclosure that motivates the Examiner to select isolated characteristics of 
McNeely (the paired balloons) and incorporate them in an entirely different surgical 
procedure wherein there is instrument passage and surgical procedures through an 
auxiliary tube, as opposed to the administration of nutrients to a convalescing patient. 
It is respectfully urged that what was complete lacking in the prior art of record is the 
teaching that there is a structural or method step deficiency in Wilk and how that 
deficiency might be remedied. The relative simplicity of the structure appellant 
proposes to use does not detract from its novelty nor the significant advantages made 
possible thereby, which uniquely distinguish it from Wilk. 

With regard to claims 13 and 15, the Examiner notes that the motivation for 
placement of a balloon on the needle knife conduit is to "reduce the number of steps 
required to perform the operation, thereby saving time." The Examiner seems to be 
suggesting that the advantages of the structure proposed by appellant motivate the 
skilled artisan to implement such changes. However, change cannot be implemented 
without a teaching or suggestion of that change . In this respect, the novelty of the 
invention rests in part on the fact that appellant discovered how the number of steps 
required to perform the operation could be reduced without taking away from its 
efficacy. Thus, reducing the number of steps might be a motivation to try and invent a 
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new component for use in the method but it does not teach how the number of steps 
could be reduced. No doubt there are numerous other incising and dilating systems in 
the patent prior art, but the fact that dilating systems already exists does not mean that 
no new dilating systems may now be invented and patented. In the present case, 
appellant has proposed a new and unique dilating system not taught or suggested in 
the prior art and having substantial advantages thereover. The advantages of the 
invention do not motivate the skilled artisan to modify the prior art. Only teachings of 
how those advantages may be achieved motivate such a change. Such teachings are 
completely lacking in the prior art applied by the Examiner. 

Further, with respect to claims 13 and 15, and also claims 18 and 19, completely 
lacking in the applied art is the concept of providing a conduit for the needle knife that 
incorporates a balloon. In this respect, as claimed by appellant, the conduit has the 
needle knife selectively projectable from it. This allows the needle knife to be 
concealed until it is immediately proximate the wall segment to be incised. The 
Examiner's conclusion that it would have been obvious to provide "endoscopic means" 
such as a conduit for receiving the needle knife is not well taken. In this regard, the 
needle knife in Wilk could simply be fed through a conduit of the endoscope. This does 
not teach or in any way suggest, however, a conduit having a balloon on its exterior 
surface and through which the needle knife is projectable and retractable. Thus, the 
Examiner's assertion that the combination claimed would have been obvious from Wilk 
and McNeely ignores the limitations of appellant's claims and does not accurately 
characterize the options known and available to those skilled in the art. In the absence 
of a teaching of the unique structure used in the claimed method, it is respectfully 
submitted that the invention claimed cannot properly be rejected over the applied art. 

For the reasons advanced in appellant's Brief on Appeal, and for the reasons 
advanced hereinabove in supplement thereto, it is respectfully submitted that the 
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Examiner's rejections are improper and should not be sustained. Reversal of all 
rejections of record is respectfully requested. 
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Respectfully submitted, 
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